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Office Action Summary 



Applicati n No. 

10/091,061 



Examin r 

Clinton Ostrup 



Applicant(s) 

LEE, FRANCIS Y.F. 



Art Unit 
1614 



Period f r Rep^""''''' """^^ " mmunication appears on the cover sheet with the correspondencB address ~ 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRF 1 MnwTW/c\ conft/i 
THE MAILING DATE OF THIS COMMUNICATION - ^"^^^^^^ 

earned patent term adjustment. SeeaJCfRTjZ^r ^^^^^ "^^^ 

Status 

1)IEI Responsive to communicatlon(s) filed on 13 May 2002 
2a)n This actionis FINAL. 2bM This action is non-final 

4) 13 Claim(s) IJO is/are pending in the application. - 
4a)Oftheaboveclaim(s) is/are withdrawn from consideration. 

5) D Claim(s) . is/are allowed. ' ' 

6) 0 Claim(s),_ is/are rejected. 

7) 0 Claim(s) Is/are objected to. ' 

8) K Claim(s) 170 are subject to restriction and/or election requirement 
Application Papers 

9) n The specification is objected to by the Examiner. 
10)nThedrawing(s)filedon__ is/are: a)b.accepted or bO objected to by the Examiner. ' 

APP'i'=^"t™y not request that any objection to the drawing(s) be held in abeyance. See37CFR1 85(a) 
-;1lB-The-proposed-drawing correction filedonlZl^ 

If approved, corrected drawings are required In reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U S C § 119(a).{d) or (f) 
a)n All b)n Some* c)n None of: . _ ' . 

1 .□ Certified copies of the priority documents have been received. . 
2.0 Certified copies of the priority documents have been received in Application No. . 

^"Tnni^iJ^ certified copies of the priority documents have been received in this National Staae 
* H ^PP''<=^"°" frof" »he Intemational Bureau (PCT Rule 1 7 2(a)) ^ 

See the attached detailed Office action for a list of the certified copies not received 

14)H Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 

ISinlknJ^rf""?" foreign language provisional application has been received. 
b)U Acknowledgment is made of a claim for domestic priority under 35 U.S.C §§ 120 and/or 121 
Attachment(s) 

!)□ Notice of References Cited (PTO-892) .ivri , 

2) 0 Notice of Draftsperson's Patent Drawing Review (PTO-948) ■ 5 H '"^'^^^""^'"^'y (^^-413) Paper No(s). _ . 

3) Dlnforniation Disclosure Staternent(s)(P?o:i449) Pap^^o^^^ , """f-"^^' Patent Applicafion (PTO-1 52) / 

U.S. Patent ana i rademark Office ' — ' ' — ^_ 

PTO-326 (Rev. 04-01) 
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DETAILED ACTION 

Claims 1-70 are pending in ttiis application. 
Restriction 

Restriction to one of tlie following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-35, drawn to a method of treatment, classified in class 514, 
subclass 365. 

II. Claims 36-70, drawn to a method of treatment, classified in class 514, 
subclass 450. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions II and I are related as subcombinations disclosed as usable together 
in a single combination. The subcombinations are distinct from each other if they are 
shown to be separately usable. In the instant case, Invention I has a separate utility as 
a method of treating proliferative diseases using the compound of Formula I in 
combination with at least one anti-proliferative agent. Invention II has a separate utility 
as a method of treating proliferative diseases using the compound of Formula II in 
combination with at least one anti-proliferative agent. 

However, the Formula I and/or Formula II in combination with at least one anti- 
proliferative agent is also disclosed in a single combination. Thus, Invention I and 
Invention II have separate utility as methods of treating proliferative disorders. See 
MPEP § 806.05(d). 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
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matter, as shown by their different classification, restriction for examination purposes as 
indicated is proper. 

Because these inventions are distinct for the reasons given above and the 
search required for (3roup I is not required for Group II, restriction for examination 
purposes as indicated is proper. 

Election of Species 

Upon election of Group I or llln response to the restriction requirement set forth 
above, that elected group will be further subject to an election of species requirement, 
for search purposes only. 

This application contains claims directed to the following patentably distinct species of 
the claimed invention: 

I. The generic formula Tin claim 1 and the generic formula II in claim 36 

relate to so many possible compounds that applicant is required to elect 
' one, clearly identifiable compound of either formula I or formula II and the 
claims readable therefrom. 

II. Additionally, upon election of the one compound applicant is further 
required to elect one anti-proliferative agent to which the elected Invention 
will.be searched and examined. 

. Thus, should Group I be elected, applicant must elect one specific compound of 
formula I and one specific anti-proliferative agent. 

For example, an exemplary election, would be the election of Group I, wherein the 
elected compound readable on formula 1 is: [1S-1R*,3R*(E), 7RM0S*, 11R*, 12R*, 
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16S*]-7,11-dihydroxy-8,8.10,12, 16-pentamethyl-3-[1-methyl-2-(2-methyl-4- 
thiazolyl)ethenyl]-4-aza-17-oxabicyclo [14.1.0] heptadecane-5,9-dione; and the elected 
anti-proliferative agent is Cisplatin. 

Applicant is required under 35 U.S.C. 1 21 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1 and 36 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic daim as ^^^^^^^ If claims 

are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 
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Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Clinton Ostrup whose telephone number is (703) 308- 
3627. The examiner can normally be reached on 8:00am - 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, IVIarianne Seidei can be reached on (703) 308-4725. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
308-4556 for regular communications and (703) 308-4556 for After Final 
communications. 

Any Inquiry of a general nature or relating to the status of this application or 

-proceeding should-be-directed to the receptionist whose telephone number ^ (703) 308- ' 
1235.. , ■ ' 
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